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DETAILED ACTION 

1 . It is again noted that this application has been transferred from Ex. D. Cho to Ex. 
D. Johannsen. Upon further consideration, the claims have been rejected on new 
grounds, as set forth below. Accordingly, this action is NON-FINAL. 

Election/Restrictions 

2. Upon consideration of Applicant's remarks and traversal of December 1 8, 2007, 
the further restriction requirement of October 18, 2007 is withdrawn. All of the claims 
corresponding to original Group I have been examined. However, it is noted that in 
accordance with the original restriction requirement of October 1 1 , 2006, SEQ ID NO: 3 
remains withdrawn. 

Claim Objections 

3. Claims 56, 75, and 77-82 objected to under 37 CFR 1 .75(c), as being of improper 
dependent form for failing to further limit the subject matter of a previous claim. 
Applicant is required to cancel the claim(s), or amend the claim(s) to place the claim(s) 
in proper dependent form, or rewrite the claim(s) in independent form. Claim 76, from 
which all of the instant claims depend, requires a nucleic acid molecule "comprising 
SEQ ID NO:3 or SEQ ID NO:5". However, claim 77 (from which each of claims 56, 75, 
and 78-82 depend) encompasses any molecule "consisting of a sequence of at least 14 
consecutive nucleotides of SEQ ID NO:3, SEQ ID NO:5, or a complementary sequence 
thereof." Thus, claims 56, 75, and 77-82 do not require all the limitations of the claim 
from which they depend (claim 76), and are not proper dependent claims. 
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4. Claims 83-85 are also objected to under 37 CFR 1 .75(c), as being of improper 
dependent form for failing to further limit the subject matter of a previous claim. 
Applicant is required to cancel the claim(s), or amend the claim(s) to place the claim(s) 
in proper dependent form, or rewrite the claim(s) in independent form. The claims do 
not require all the limitations of the claim from which they depend, claim 41 (which claim 
requires a molecule comprising one of SEQ ID NOs 1 , 3, or 5 or one of the 
complements thereof). 

5. Claims 41 , 43-44, 48, 51 -52, 56, 75-86 are objected to because of the following 
informalities: the claims encompass non-elected subject matter (specifically, SEQ ID 
NO: 3). Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

7. Claims 41 , 43-44, 48, 51 -52, 56, 77-79, and 83 are rejected under 35 

U.S.C. 102(b) as being anticipated by Birren etal (GenBank Accession No. AC016516, 
April, 2000), and with further regard to claims 51-52, as evidenced by Osoegawa et al 
(Genome Research 1 1(3):483-496 [March 2001]). 

Birren et al disclose the Homo sapiens chromosome 2 clone RP1 1-329110, which 
comprises instant SEQ ID NO: 1 (at nucleotides 81 ,932-82,1 1 1 ; see provided 
alignment), and which includes a sequence identical to instant SEQ ID NO: 5 with the 
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exception of 3 mismatches (see provided alignment). A review of the features of the 
Birren et al clone indicates that the sequence noted above is genomic DNA found on a 
single BAC clone; therefore, Birren et al teach a nucleic acid molecule meeting the 
requirements of claim 41 and 43. It is an inherent property of the genomic DNA of 
Birren et al that it includes "part of a gene," as genes are composed of nucleotides. 
Accordingly, the molecule of Birren et al meets the requirements of claim 44. Further, 
the BAC taught by Birren et al is a type of vector, as required by claim 48. Regarding 
claims 51-52, Birren et al teach that RP1 1-329110 was obtained from clone library 
RPCI-1 1 , and the Osoegawa et al reference disclose that this library was constructed in 
E. coli host cells (see entire reference, particularly page 494). Thus, Birren et al 
inherently disclose a product meeting the requirements of claims 51-52. Regarding 
claim 83, the sequence taught by Birren et al includes position 324 and hundreds of 
nucleotides of flanking sequence on either side thereof (see sequence alignment). 

With regard to claims 77-79 and 56, it is again noted that the claims do not 
properly depend from, and do not include all the limitations of, claim 76 (from which they 
depend). 

Regarding claim 77, the claims encompass any molecule complementary to a 
sequence consisting of at least 14 consecutive nucleotides of SEQ ID NO: 5; thus, the 
BAC clone taught by Birren et al anticipates the claim. With further regard to claim 78, 
as Birren et al discloses a vector including a complete complementary strand, the clone 
of Birren et al also meets the requirements of claim 78. Regarding claim 79, as the 
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claim is further limiting of the "sequence" of claim 77 (not of the molecule of claim 77), 
the complementary strand of Birren et al also meets the requirements of claim 79. 

Regarding claim 56, the body of the claim defines the complete structure of the 
claimed product ("comprising the nucleic acid molecule of claim 77"), and the clone 
disclosed by Birren et al meets the structural requirements of the claim. The preamble 
statement of the intended use of "for diagnosing or assessing an individual's 
predisposition to develop adult-type hypolactasia" is therefore not accorded any 
patentable weight (see MPEP 21 1 1 .02). 

Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

9. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 
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10. Claims 75 and 86 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Birren et al (GenBank Accession No. AC016516, April, 2000) in view of Ahern. 

With regard to claim 75, it is again noted that the claim does not properly depend 
from, and does not include all the limitations of, claim 76 (from which it depend). 

Birren et al disclose the Homo sapiens chromosome 2 clone RP1 1-329110, which 
comprises instant SEQ ID NO: 1 (at nucleotides 81 ,932-82,1 1 1 ; see provided 
alignment), and which includes a sequence identical to instant SEQ ID NO: 5 with the 
exception of 3 mismatches (see provided alignment). A review of the features of the 
Birren et al clone indicates that the sequence noted above is genomic DNA found on a 
single BAC clone; therefore, Birren et al teach a nucleic acid molecule meeting the 
requirements of claim 41 (from which the instant claims depend). With further regard to 
claim 75 (which depends from claim 77), the claim encompasses any molecule 
complementary to a sequence consisting of at least 14 consecutive nucleotides of SEQ 
ID NO: 5; thus, Birren et al teach a BAC clone meeting the requirements of the claim. 

Birren et al do not teach packaging their molecules into kits, as required by the 

claims. 

Ahern teaches that premade reagents provided in kit form are convenient and 
save researchers time and money (see p. 3/5-4/5). In view of the teachings of Ahern, it 
would have been prima facie obvious to one of ordinary skill in the art at the time the 
invention was made to have modified the invention of Birren et al so as to have 
packaged the molecules taught by Birren et al into a kit. An ordinary artisan would have 
been motivated to have made such a modification in order to have provided the 
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molecules of Birren et al to practitioners in a convenient format for the advantages of 
efficiency and cost-effectiveness. 

1 1 . Claims 79-82 and 84-85 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Birren et al in view of O'Neill et al (US 6,124,092 [26 Sept 2000]). 

With regard to claims 79-82, it is again noted that the claims do not properly 
depend from, and do not include all the limitations of, claim 76 (from which they 
depend). It is also noted that this rejection applies to claim 79 to the extent that it is 
drawn to molecules consisting of between 14-24 nucleotides. 

The teachings of Birren et al are set forth in the preceding paragraph. Birren et 
al do not teach molecules of the length set forth in claim 79, or labeled as in claims 80— 
82. Further, Birren et al do not teach a primer or primer pair as in claims 84-85. 
However, Birren et al do teach that their sequence is a "working draft" sequence (see 
Comment section in provided alignment with Accession No. AC016516). Thus, the 
teaching of Birren et al suggest the need to do additional, confirmatory sequencing of 
their clone. 

O'Neill et al disclose rapid methods for generating and sequencing amplification 
products (see entire reference, particularly, e.g., col 2, line 64-col 4, line 53). O'Neill et 
al disclose the use of primers capable of specifically hybridizing to target sequences 
that are "typically 18-36 nucleotides in length" (see, e.g., col 6, lines 24-56), and the use 
of primers that are fluorescently labeled or radiolabeled in their methods (see, e.g., col 
11, line 48-col 12, line 17). 
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In view of the teachings of Birren et al and O'Neill et al, it would have been prima 
facie obvious to one of ordinary skill in the art at the time the invention was made to 
have prepared any primers having the lengths and/or labels taught by O'Neill et al that 
could be used in the specific amplification of the product of Birren et al, and thereby to 
have produced numerous different primers and primer pairs meeting the requirements 
of the instant claims. An ordinary artisan would have been motivated to have prepared 
such molecules for use in confirming the sequence of the clone taught by Birren et al, 
as suggested by Birren et al's statement that their sequence is a "working draft." An 
ordinary artisan would have been motivated to have employed the primer design 
guidance of O'Neill et al in order to have prepared primers usable in the method of 
O'Neill et al, for the advantage of rapidly performing the confirmatory sequencing 
suggested by Birren et al. 

Conclusion 

12. The art made of record and not relied upon is considered pertinent to applicant's 
disclosure. Venter et al (US 6,81 2,339 [1 4 October 2004; filed 1 0 September 2001 ]) 
disclose the same variant claimed herein by applicants (see, e.g., SEQ ID NO: 88136 of 
Venter et al). However, Venter et al does not constitute prior art with respect to the 
instant application, as the variant was first disclosed in original application 09/949,016, 
filed September 1 0, 2001 . It is also noted that the prior art does not teach or suggest an 
isolated nucleic acid comprising instant SEQ ID NO: 5. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Diana B. Johannsen whose telephone number is 
571/272-0744. The examiner can normally be reached on Monday and Thursday, 7:30 
am-4:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ram Shukla can be reached at 571/272-0735. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Diana B. Johannsen/ 
Primary Examiner, Art Unit 1634 



